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REMARKS 

I, Status of the Application 

This paper responds to a Non-Final Office Action. The present application is a U.S. 
national filing of a PCT application. The PCT application was filed with 18 claims, which prior 
to entry in the U.S., were amended under Article 19 of the PCT, resulting in claims 1-17. A prior 
amendment canceled claims 1-17, without prejudice or disclaimer, and added new claims 18-37. 
The present paper amends claims 1 8, 22, 27, and 29. Accordingly, claims 1 1 -37 are under 
currently under consideration. Applicant respectfully requests reconsideratk n of the pending 
claims. By action taken here, Applicant in no way intends to surrender any range of equivalents 
beyond that needed to patentably distinguish the claimed invention as a whole over the prior art. 
Applicant expressly reserves all such equivalents that may fall in the range b stween Applicant's 
literal claim recitations and combinations taught or suggested by the prior an. 

II. Petition for a One-Month Extension of Time 

This paper responds to a Non-Final Office Action, which was mailed on November 
26, 2003. The Non-Final Office Action set a shortened statutory period for xzply of three-months 
from the mailing date of the Office Action, making any response due on or b 3fore February 26, 
2004. Applicant is filing this paper on March 26, 2004, which is within the first month following 
expiration of the shortened statutory period for reply. Applicant therefore petitions for a one- 
month extension of time and encloses the requisite fee under 35 CFR 1.17(a)(1). 

HI. Amendment of claims 18. 22. 27. and 29 

Applicant has amended claims 1 8, 22, 27, and 29 so that they now recite a "drug or drug 
candidate* 7 instead of an "organic compound." Applicant has also amended < laim 18 to clarify 
that the process is a method for "obtaining and analyzing potential metabolites of a drug 
candidate." The amendment of claims 18, 22, 27, and 29 is fully supported i i the specification as 
filed (see, e.g., page 1, lines 12-14 and page 2, lines 1-9 of the application). Therefore, Applicant 
submits that none of the amendments introduce new matter. 



(Amendment — page 5 of 8) 
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IV. Rejection of Claims 18-37 Under 35 U.S.C. S 1 12, First Paragraph 

The present Office action rejected claims 18-37 under 35 U.S.C. § 1 12, first paragraph, as 
allegedly failing to comply with the enablement requirement. According to t be Office action, the 
specification "while being enabling for the oxidation of diazepam (see example 2, compound 1), 

does not reasonably provide enablement for the oxidation of any organic compound " 

Applicant respectfully traverses this rejection. 

Applicant submits that the claims are fully enabled. To comply with the enablement 
requirement, the disclosure must contain sufficient information regarding the subject matter of 
the claims as to allow one of pertinent skill in the art to make and use the cla med invention 
without undue experimentation. MPEP § 216401 (8 th ed., Rev. Feb. 2003). As noted above, the 
claimed invention is a process for obtaining and analyzing potential metabo ites of a drug or 
drug candidate." Thus, the claimed method is an in vitro technique for predicting how a drug or 
drug candidate might be metabolized in vivo and can be used with any drug c r drug candidate: 

The process of the invention is extremely useful in pharmaceutical 
research and development as it can be used to perform preliminary evaluations of 
the metabolic processes which are likely to occur when a given comp< >und is 

tested in vivo In other words, the process of the present inventioi i opens the 

possibility of obtaining and analyzing in a more systematic fashion a higher 
number of individual potential metabolites for a given selected compound on 
which the process is carried out. 

See application at page 2, lines 1-9. Since techniques for identifying drug candidates are well 
known, it would not require undo experimentation to determine which compounds to use in the 
claimed method. Furthermore, one would not need to identify which compomds may undergo 
oxidation, since the purpose of the claimed invention is to predict in vivo oxidative metabolism. 
Therefore, Applicant respectftdly requests withdrawal of the rejection of clan as 18-37, 

V. Rejection of Claim 18-37 Under 35 U.S.C. $ 112, Second Paragraph 

The present Office action rejected claims 18-37 under 35 U.S.C. § 1 12, second paragraph, 
as being indefinite. In particular, the Office action contends that (i) the phrase "organic 
compound having at least one nitrogen atom, sulfur atom, hydroxy group, or <;arbon-carbon 

(Amencment — page 6 of 8) 
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double bond is indefinite; 1 Additionally, the Office action alleges that (2) th^re is insufficient 
antecedent basis for the term "polyhalogenated aliphatic solvent " Applicant respectfully 
traverses the rejections. 

Regarding the first rejection, Applicant agrees that many compounds may possess a 
4< nitrogen atom, sulfur atom, hydroxy group, or carbon-carbon double bond," but many 
compounds do not. Furthermore, such terms have a clear and definite meani lg, and a person of 
ordinary skill in the art would be able to determine if a compound possessed such features. 
Therefore, Applicant submits that phrase is not indefinite. In any event, App licant has amended 
the claims so that they no longer recite an "organic compound," thereby obvi iting the rejection. 

Regarding the second rejection, Applicant agrees that a "polyhalogenrted aliphatic 
solvent" is not an "inert aromatic solvent." However, claim 19 requires both an inert aromatic 
solvent and a polyhalogenated aliphatic solvent. Therefore, Applicant submi s that claim 1 9 is 
proper. 

Applicant respectfully requests withdrawal of the rejection of claims . 8-37. 



(Amendment— page 7 of 8) 
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VL Conclusi on 

In view of the foregoing, Applicant respectfully submits that all pending claims are 
patentable. If the Examiner has any questions, Applicant requests that the Biaminer telephone 
the undersigned. 

Applicant believes that any required fees have been identified in a fe* transmittal that 
accompanies this paper. However, if any fees required in connection with th ; filing of this paper 
have not been identified in the accompanying transmittal, please charge deposit account number 
23-0455. 

Respectfully submitted, 



Date: March 26. 2004 




Registration No. 41,282 
Wamer-Lambert Compai y LLC 
2800 Plymouth Road 
Ann Arbor, MI 48105 
Tel: (734)622-1747 
Fax: (734) 622-1553 
Customer No. 2S8S0 



(Amem ment — page 8 of 8) 
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